§862.1645

§862.1645 Urinary protein or albumin
(nonquantitative) test system.

(a) Identification. A urinary protein or
albumin (nonquantitative) test system
is a device intended to identify pro-
teins or albumin in urine. Identifica-
tion of urinary protein or albumin
(nonquantitative) is used in the diag-
nosis and treatment of disease condi-
tions such as renal or heart diseases or
thyroid disorders, which are character-
ized by proteinuria or albuminuria.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §862.9.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2308, Jan. 14, 2000]

§862.1650 Pyruvate kinase test system.

(a) Identification. A pyruvate kinase
test system is a device intended to
measure the activity of the enzyme
pyruvate kinase in erythrocytes (red
blood cells). Measurements obtained by
this device are used in the diagnosis
and treatment of various inherited
anemias due to pyruvate kinase defi-
ciency or of acute leukemias.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §862.9.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2308, Jan. 14, 2000]

§862.1655 Pyruvic acid test system.

(a) Identification. A pyruvic acid test
system is a device intended to measure
pyruvic acid (an intermediate com-
pound in the metabolism of carbo-
hydrate) in plasma. Measurements ob-
tained by this device are used in the
evaluation of electrolyte metabolism
and in the diagnosis and treatment of
acid-base and electrolyte disturbances
or anoxia (the reduction of oxygen in
body tissues).

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §862.9.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2308, Jan. 14, 2000]
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§862.1660 Quality control material (as-
sayed and unassayed).

(a) Identification. A quality control
material (assayed and unassayed) for
clinical chemistry is a device intended
for medical purposes for use in a test
system to estimate test precision and
to detect systematic analytical devi-
ations that may arise from reagent or
analytical instrument variation. A
quality control material (assayed and
unassayed) may be used for proficiency
testing in interlaboratory surveys.
This generic type of device includes
controls (assayed and unassayed) for
blood gases, electrolytes, enzymes,
multianalytes (all kinds), single (speci-
fied) analytes, or urinalysis controls.

(b) Classification. Class I (general con-
trols). Except when used in donor
screening tests, unassayed material is
exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter subject to §862.9.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2308, Jan. 14, 2000]

§862.1665 Sodium test system.

(a) Identification. A sodium test sys-
tem is a device intended to measure so-
dium in serum, plasma, and urine.
Measurements obtained by this device
are used in the diagnosis and treat-
ment of aldosteronism (excessive secre-
tion of the hormone aldosterone), dia-
betes insipidus (chronic excretion of
large amounts of dilute urine, accom-
panied by extreme thirst), adrenal hy-
pertension, Addison’s disease (caused
by destruction of the adrenal glands),
dehydration, inappropriate antidiuretic
hormone secretion, or other diseases
involving electrolyte imbalance.

(b) Classification. Class II.

§862.1670
system.

(a) Identification. A sorbitol dehydro-
genase test system is a device intended
to measure the activity of the enzyme
sorbitol dehydrogenase in serum. Meas-
urements obtained by this device are
used in the diagnosis and treatment of
liver disorders such as cirrhosis or
acute hepatitis.

Sorbitol dehydrogenase test
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